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Certificate No. 8811-5-2025-1

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(Two Pages) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections.The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz itos

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from May 29, 2025 to May 28, 2027.

To verify the authenticity of the information on this certificate, you may scan the QR code or visit
www.access.fda.gov/fecv/CDRH.
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Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Owner Operator
MED-LOGICS, INC.

1627 Enterprise Street
Athens, TX

USA 75751

Name of Manufacturer
MED-LOGICS, INC.
1627 Enterprise St
Athens, TX

USA 75751

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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Name of Owner Operator
MED-LOGICS, INC.

1627 Enterprise Street
Athens, TX

USA 75751

Name of Manufacturer
MED-LOGICS, INC.

1627 Enterprise St
Athens, TX

USA 75751

Name of Product(s)

Manual Ophthalmic Surgical Instruments and Accessories
CLB Microkeratome Blades

ML7000 Series Microkeratome Blades
ML7020 CALIBRATED LASIK BLADE CLB®,
ML7030 CALIBRATED LASIK BLADE CLB®
ML7050 CALIBRATED LASIK BLADE CLB®
ML7061 CALIBRATED LASIK BLADE CLB®
ML7070 CALIBRATED LASIK BLADE CLB®
ML7090 CALIBRATED LASIK BLADE CLB®
ML7100 CALIBRATED LASIK BLADE CLB®
Vacuum Tubing Sets

ML8000 Series Vacuum Tubing

ML8001VS

ML8060VS

ML7 Microkeratome System

0100ML7 Head, ML7, 100um

0130ML7 Head, ML7, 130um

1080ML7 Ring, ML7, 8.0mm

1085ML7 Ring, ML7, 8.5mm

1090ML7 Ring, ML7, 9.0mm

1095ML7 Ring, ML7, 9.5mm

1100ML7 Ring, ML7, 10.0mm

1300ML7 Vacuum Handle, ML7

1350ML7 Wrench, Helical Drive, ML7
1400ML7 Handpiece, ML7

1500ML7 Sterilization Tray, ML7

1700ML7 Console, ML7

1800ML7 Footswitch, ML7

2100ML7 Eye Marker, ML7

ML7000 Series Microkeratome Heads

ML7050 Microkeratome Head (R100M/R130M)
ML7061 Microkeratome Head (R100S/R130S)
CleanTouch PVA Eye Spears

CleanTouch PVA Eye Sponges
ML100/ML100B Compressed Eye Spears (Sponges)
Sonic Wave Digital Phaco System

MLP6000 Sonic Wave Digital Phaco System
MLP6001 Sonic Wave Digital Phaco System
MLP6002 Sonc Wave Tubing Set

MLP6003 Sonic Wave Vitreous Cutter
MLP6004 Sonic Wave Vitreous Cutter (Disposable)
MLP6005 Sonic Wave Phaco Handpiece
MLP6006 Sonic Wave Footswitch

MLP6007 Sonic Wave Remote Control
MLP6008 IA Handle Reverse (150-2020-0511)
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MLP6009 IA Tip Curved (53-0023-60)

MLP6010 Irrigation Set (Used with Vit Cutters)

MLP6011 SL 15 Slimline 15 Degree Tip (53-0070-60)

MLP6012 SL 30 Slimline 30 Degree Tip (53-0071-60)

MLP6013 SL 45 Slimline 45 Degree Tip (53-0072-60)

MLP6014 ST 15 Standard 15 Degree Tip (53-0062-60)

MLP6015 ST 30 Standard 30 Degree Tip (53-0063-60)

MLP6016 ST 45 Standard 45 Degree Tip (53-0064-60)

MLP6017 TW 15 Thinwall 15 Degree Tip (53-0065-60)

MLP6018 TW 30 Thinwall 30 Degree Tip (53-0066-60)

MLP6019 TW 45 Thinwall 45 Degree Tip (53-0075-60)

MLP6020 Test Chamber (10 PK) (53-0053-60)

MLP6021 Thinwall/Standard Silicone Sleeve (5 PK) (53-0053-60)
MLP6022 Tip Wrench (Square Hole) (53-0037-60)

MLP6023 Vitreous Cutter Infussion Sleeve (Nonsterile) (53-048-60)
MLP6024 Drainage Bag (Staar Surgical) (21-1015 50/F)
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END OF PRODUCT LIST
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